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In pursuance of the Federal Law "On Qudlity and Safety of Food Products’ and in accordance with the
resolution of the Government of the Russian Federation "On State Regigtration of New Food Products,
Materids and Articles' No. 88 of 21 December 2000, Russian Ministry of Hedlth

issued a resolution gpproving the procedure for Sate registration of new products, the form of

the certificate of regigration, the form of gpplication for state registration of new food products,

and the list of new food products subject to state registration. The resolution was published in
Rosiskaya Gazeta, April 3, 2001.
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DECREE OF THE HEALTH MINISTRY OF THE RUSSIAN FEDERATION
No. 89 of 26 March 2001, Moscow
Regigtered with the Justice Ministry of the Russian Federation / Registration No. 2639

ON STATE REGISTRATION OF NEW FOOD PRODUCTS, MATERIALSAND
ARTICLES, PERFUMESAND COSMETIC PRODUCTS, PRODUCTS FOR DENTAL
CARE, TOBACCO PRODUCTS

In pursuance of the Federal Law "On quality and safety of food products' and in accordance with
the resolution of the Government of the Russian Federation "On State registration of new food
products, materials and articles’ No. 988 of 21 December 2000, | decree:

1. Toapprove:

1.1. theprocedure for Sate regigtration of new products, materias and articles, perfumes and
cosmetic products, products for dental care, tobacco products (Appendix 1).

1.2. theform of the Certificate of regigtration of new food products, materias and articles,
perfumes and cosmetic products, products for dental care, tobacco products (Appendix 2).

1.3. theform of application for Sate registration of new food products, materias and articles,
perfumes and cosmetic products, products for dental care, tobacco products (Appendix 3).

1.4. the Nomenclature (List) of new food products, materids and articles, perfumes and
cosmetic products, products for denta care, tobacco products that are subject to state
registration (Appendix 4).

2. To charge the Department of state sanitary and epidemiologica control of the Hedth Ministry of
Russawith the task of state registration of new food products, materids and articles, perfumes
and cosmetic products, products for denta care, tobacco products.

The Department of dtate sanitary and epidemiologica control is obliged:

2.1. toorganize, beginning from 1 April 2001, the conduct of state registration of new food
products, materids and articles, perfumes and cosmetic products, products for dental care,
tobacco products in accordance with the regulation approved by the resolut6ion of the
Government of the Russian Federation of 21 December 2000 "On State registration of new
food products, materials and articles’ and the procedure approved by par. 1.1 of this decree.

2.2. toensure the maintenance of the State Register of food products, materids and articles
alowed to be manufactured in the Russan Federation or imported into the Russan Federation
for sde; with respect to products of anima origin - together with the Ministry of agriculture of
the Russian Federation.

2.3. by 1 April 2001 to make the necessary changes and addenda to the normative (regulatory)
documents.
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3. The Department for development and economics of public hedlth protection, the Department of
date sanitary and epidemiologica control are obliged, by 1 April 2001, to prepare together with
the Minigtry of agriculture and in consultations with the Finance Minigtry of Russiaa " Procedure
of payment for Sate registration of new food products, materids and articles, perfumes and
cosmetic products, products for dental care, tobacco products’ and to submit it for gpprova in
accordance with established procedure.

4. The Center for sandardization and certification of the Hedlth Ministry of Russais obliged to
ensure;

4.1. theproduction of sate regidtration certificate forms for Sate registration of new food
products, materids and articles, perfumes and cosmetic products, products for dental care,
tobacco products, having the specified degree of protection against counterfeiting.

4.2. theimplementation of organizationd and technical measuresin connection with state
registration of new food products, materids and articles, perfumes and cosmetic products,
products for dental care, tobacco products in accordance with the approved nomenclature.

4.3. theconduct of expert examinations related to Sate registration of new food products,
materids and articles, perfumes and cosmetic products, products for dental care, tobacco
products with the involvement, on a contractud basis, of accredited organizations and experts.

5. The Federa Center for state sanitary and epidemiologica control of the Hedth Ministry of
Russais obliged to ensure the implementation of organizationd and technica measuresin
connection with state registration of biologicaly active supplements and tobacco productsin
accordance with the gpproved nomenclature.

6. The supervison over the fulfillment of this decree shdl be the responsibility of the first deputy
minister of health of the Russan Federation, G.G. Onischenko.

U. Shevchenko
Minister
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Procedure of stateregistration of new food products, materials and articles, perfumes and
cosmetic products, products and articlesfor dental care, tobacco products

1

State regidration of food production, materids and articles, perfumes and cosmetic
products, products and articles for dental care, tobacco productsis carried out in
accordance with the Regulation on state registration of new food products, materias and
products approved by the resolution of the Government of the Russian Federation No. 988
of 21 December 2000 and by this decree.

State regigration is carried out at the expense of the applicant in accordance with
established procedure.

In order to obtain state regigration of its product the applicant (an individua entrepreneur or
an organization that develops and/or prepares a Russian product or imports foreign-made
products) is required to submit to the Department of state sanitary and epidemiologica
control of the Hedlth Ministry of Russia, to the Federd Center for Sate sanitary and
epidemiologica control of the Hedth Ministry of Russa an gpplication of a standard form
and a set of documents certified in accordance with established procedure:

For products made in Russia

- normative (regulatory) and/or technical documents (standards, technica specifications,
rules, technologica ingtructions, etc.) gpproved in accordance with established
procedure;

- acopy of the sanitary and epidemiologica conclusion on the compliance of technica
documents (with the existing requirements) (accounting form No. 303-00-1/u);

- acopy of the sanitary and epidemiologica conclusion with respect to the new product; a
product imported into the Russian Federation (accounting form No. 303-00-3/u) or a
copy of the sanitary-epidemiologica conclusion with respect to a product that presents
apotentid threat to human life and health (accounting form No. 303-00-7/u);

- adocument confirming the payment by the gpplicant of aduty for the congideration of its
goplication for state regigtration of the product;

For products imported into Russia:
- Specifications,
- copies of documents issued by competent authorities of the country of the product's

origin confirming that the product is safe for human life and hedlth;
- adocument confirming the payment by the applicant of a duty for the consideration of

the application for the regigtration of the product.

If necessary, organizations and experts accredited with the Health Ministry of Russa may
be involved on a contractud basis in the conduct of expert examinations (checking the
conditions in which the sample product was made for compliance with the requirements set
out in the technica documentation).

The regigration certificate must be issued within five days of the submission by the gpplicant
of the document confirming the payment for the State registration of the product.
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6. A refusd to effect the state registration of a product can be gppealed againgt in accordance
with established legal procedure.

7. State regitration certificates must be issued on standard forms having the corresponding
degree of protection againgt counterfeiting.
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Appendix 3

Application for the conduct of state registration of new food products, materialsand
articles, perfumes and cosmetic products, means and productsfor dental care, tobacco
products

To: (name of the tate sanitary and epidemiologica control service)

(Name and legd address of the organization; full name, data of the identity document of the
individua entrepreneur who develops and prepares a Russian product)

represented by (full name of the director)

requests to carry out the state registration of
(name of product indicating aso the trade mark, if any)

Applicant

(sgnature, full name, seal)

Application was accepted on (date) and entered into the register under No.
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Appendix 2

Hedth Minigtry of the Russian Federation
Chief sanitary-epidemiologica service of the Russian Federation
Chief gate sanitary physcian of the Russan Federaion

Certificate
Of stateregistration of new food products, materials and articles, perfumes and cosmetic
products, means and articlesfor dental care, tobacco products

No. Date:

This certificate isissued to (name and legd address of the organization, full name, identity document
data of individual entrepreneur that develops and prepares a Russian product)

In accordance with Federal Law No. 29-FZ of 2 January 2000 "On quality and safety of food
products’, the product (name of the product and its trade mark, if any)

Codeinthe List of Products for Foreign Trade Activities (TNVD code)(OKP)

Has been subjected to registration procedures and entered into the State register of food products,
materials and articles alowed for production in the Russan Federation or for importation into the
Russian Federation and for sde.

Normative (Regulatory) or technica documents under which the product is produced:

Hazardous properties of the product and specification of their parameters
(Hygienic characteritic of the product)

Feld of application

Safety measures which are required to be observed in the production, sale and consumption (use)
of the product

Chief State Sanitary Physician

(Deputy Chief State Physiciar)
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NOMENCLATURE (LIST) OF NEW FOOD PRODUCTS, MATERIALSAND
ARTICLES, PERFUMESAND COSMETIC PRODUCTS, MEANS AND PRODUCTS
FOR DENTAL CARE, TOBACCO PRODUCTS

1. Minerd water:
- naturd potable, therapeutic potable water;
- bottled potable water

4, Child's nutrition products:

- canned fruit and vegetables, including homogenized canned vegetables, including
Serilized;

- canned fruits;

- woman's milk subgtitutes;

- additiond food-stuffs (on the basis of ceredls, cereals and milk, fruit and vegetables,
mest, fish, meat and vegetable and fish and vegetable);

- food-guffsfor feeding prematurely born children;

- herbd teafor children;

- specid food-stuffs for pregnant and nurang women,

12.  Dieetic food-stuffs (medicina and prophylactic);
- dietetic and diabetic bread and bread products,
- dietetic and diabetic confections;
- dcohoal free drinks, dietetic;
- animd ails, vegetable oils, margarines (artificia butter) for dietetic nutrition;
- dietetic canned fruit and vegetables;
- canned foods enriched with macro- and micro-nutrients;
- gpecidized mono- and poly-component food-stuffs for controlling and reducing body
weight, including food-stuffs for athletes;
- food-stuffs for enteric nutrition.

4. Milk products enriched with macro- and micro-nutrients.

5. Food supplements:
- canned food supplements,
- anti-oxidants,
- bread modifiers;
- anti-caking substances,
- emulsfiers
-  lubleddts
- gelling agents
- dabilizers,
- dendfiers
- foam agents,
- anti-foaming additives,
- waer-retaining agents;

UNCLASSFIED Foreign Agricultural ServicelUSDA



GAIN Report #RrRS1018 Page 10 of 12

- baking powders,

- solvents-oestrogens,

- solvents-carriers,

- fillings

- gas-packing agents,

- aidregulators,

- &ids;

- Oyeduffs

- Sweeteners,

- tageand aomaintengfiers

- idng;

- aromatic bases,

- aomatic mixtures,

- essences,

- compostions of aromatic substances/for nutrition purposes,

- fermenting preparations;

- Sorbents;

- flocculators;

- coagulators,

- ion-exchange maerids,

- membranes,

- filtering meterids

- caayds,

- darting cultures, bacterid ferments;

- complex pre-mixes for indugtrid enhancing of food products with macro- and micro-
nutrients.

6. Biologically active food supplements on the basis of:
- dbumen, amino-acids and their components;
- essencelipids (vegetable ails, cod-liver ail);
- carbohydrates and sugars, honey, syrups, €tc.;
- food fiber;
- pure substances of macro- and micro-nutrients, biologicaly active substances or their
concentrates with the use of variousfillings,
- naurd minerds, induding mumie
- food and medicind plants, including flower pollen;
- meat and milk materias, by-products, arthropoda, amphibia, bee-keeping products;
- figh, seainvertebrates, crustacea, mollusca, etc.;
- vegetable organiams of the seg;
- pro-biotic micro-organisms,
- unicdlular dga;
- yesdt.

7. Food-stuffs made of geneticaly modified materids.
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8. Food-stuffs made with the gpplication of new technologies and/or of materials and other
components that have never been used for such purposes before.

9. Materids and products that come in contact with food-stuffs:

raw polymer materias for production of articles that come into contact with food-stuffs;
ded, metdl, and dloys

additives (anti-oxidants, sabilizers, pladtifires, dye-staffsfillings) added to the raw
materid;

packing (including seding) materias and ready-to-use packing articles;

aticlesfor feeding infants;

plates, kitchen-ware, spoons, forks, etc.

lacquers, paints and other materials used to cover articles that come into contact with
food-gtuffs;

pressurizers, plastisols;

rubber and rubber articles;

domestic gppliances (including eectrica);

technica equipment and parts of technica equipment.

10.  Perfumesand cosmetic products:

specia cosmetic means (creams, face packs, pilling, basams for hair) intended for
professona use at cosmetic saloons and beauty shops, hairdressers, etc,;

specid cosmetic products (artificia tan creams, skin whitening means, means for making
pictures on the skin without injecting dyes), aromatic cosmetic products for genitals,
means of individud protection from impact of harmful factors (cintments, creams,
pastes, etc.) for use in aworkshop;

perfumes and cosmetic products for children;

hair dyes (except for temporary colorants (shampoos));

products for permanent wave.

11. Means for dentd care:

fluorine-containing denta care products, in which the mass share of fluorine does not
exceed 0.15 per cent;

teeth-whitening products containing 0.1 per cent. hydrogen peroxide;

medicinal / prophylactic tooth pastes for specia use with pH 4.5-5.5;

dying tablets for reveding spots (thin coating) on the teeth;

chewing gum (medicind / prophylactic).

12.  Tobacco products, including source materias, supplementary materias and accessories

tobacco;

Cigarettes,

cigardlas,

Russan cigarettes,

Other products made of tobacco or its subgtitutes, including other industrially produced
tobacco and industrialy produced tobacco substitutes, smoking and chewing tobacco;
Supplementary materials. sauces, aromatizers, flavoring, softeners, cigarette paper,
essences for tobacco articles, foils, paste-board;
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- Cigarette-holders,
- FHiltes,
- Tobacco-pipes.
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